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Separate Paging is given to this Part in order that it inay he field as a 

separata compilation 


sftr qfRR ip-'TTOT Vtfltw 
(rrr fa#r-t) 
sfsr^nn 

qf f?«rt, 2 arqsr, i y 93 

TT.w.fa. ,2fi4(5r) —aftqfrj aftr qirr-j'T qrwi fw, is-is 
yr. aflr vve % fap, Rwr qrr 
fspr ifT^fT, sfatfsr ^.fFpr oTitpsp: qr? *r t/hto 

% t T5^T<j sftq-Fsr arV 3- srflrrsH nrsrtfr wfdRw, 1940 (into qrr 
23) urn 12 sftr ;cMfr 3 T »rm,vfi 77 qfrx nA |T, 
tt-tftt sntnf)- I, tr OTrnff w ^rtpptr '’y wxt arfwfr q?r 
3nWRt % far xmfiR faR? >(Hr t. f-R* ^ sttSm iw 
TTf Hsrwr £ afY? *n% sm 3 # gt w £ fo ttt tirt 
Ftwt «?v wr rrreiy *r, fimrr «w Trsrrxr 4'r xfori fywr v*f 
yftr^rTT swiftw q?r <rf t strt ¥t qm -fr ^rrft | 075 
fer 4c rrafir 4 q?^ f^rr? ftatr ^rvrn yi-rrt, r " r 4 
srm tt me? it, qfr fafafcei sisrta <*t y«nfR % 

th% vr srfFq Rjpfi 4i srra-q ftr-fr sqfiff *r stir phr, faqR 
qrrqt 1 


srr*T fa w 

1. ft faqfar yt qfiT’-T qrq srfaf-r affa qqijq qPTfrr... *r?fr J 7 

faqfa 199 3 11 

2 . sffaftf jfr? qfTfjq qOTcrr fqqq, 1945 (faff 

q^w F-r?q qr?c <rTr %) *i‘irtfrrfrr^“Rr j :f fi ( 2 ), 

12 wlr ;i.<" '.7R1 aft?: afTfr % ryrq 3 1 : PnsrFyfflri' irsg sftr 
stir srnr-T, srqrR:-' 

“am «, (2), 12, 33 4 )r 33 (r)" 

1. Fqqqf ^ t^rir «s if, 

1. “wFsfq 5 TiTT % %TH TF 3 T^T ^fST q WRf ^ PfSTPST- 
yq % 3 fsi" sr^ t.-^ jrfdJfi 

2. 3 -qfHqq (15) % »sr? (7) *r, ^T^ifrr^ % qT 

ft-RfW RRtqroq r( RTPRr, qqra:- - 
"RRtKoq—w Rro % q^tirg % f~rr,-« 

(i) “rt 7 *fT®(f 7 <T 45 r" tr qqT ®rt -73 srfiTjti | yr 7771 wfsr- 
f-im, 194 s (i 948 w sfjfqw sj. 8 ) *r iWt qpc- 

‘7rpln ^fST'BTf;.' 747J1 11" 
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wan.. ' * :w^f f ^ «i$* «ff$s $ fr 

Wf^-ffg *r rww arftf % if gff- 
Wittrt ff« W TSW % ski sniwg ot 

wprg wrsf gg*$g gtirgrgftgifts w* *rr ftfts ^ 
fnr*kwg *rr wu ftmar % gftgfkrTgar gffs a 
gft «ft:^WW |i" " 


3. (| *)if, ‘fftrr se ffft* (Vlll) 

twSf frm arc "f)w :#fe : % s?#wt^) 1 g 

#r "g»si #* w gi - ira^isiNt -• ftet %$ i * 

a. . ?wr,';tw4, % ftV- 

#• «fj^#er. f iJNf^ss sflafe- • 

gftft, g4ft;^’V' v,,> ' .• "*\ '* s - ' Tv 

“rftif gr giwr wets* 

(«fg gprarsar gp» ww*t)”i 

s. im ftgtfr t, gW 1 8 «f, "afftft kjm" «rkf % wra 
gr “*forfa wff-^ arm" g*f t# fr$h,' . v ;_ . 

«. «grftg$f*f; srff 20 -w if, "wjrrM ff w<f u ilftjg 
- -j&, m tfwrt*: s afk gg?r g?ft;r - fftfetf f <rwq 
ftmS flf s wggnftrj ftm *mt, %tm/-— 

mute tnfr—gjirfft % gifts fwwft «sf % «r^ # gk 

fggftiift ff gat if aagf gw ftrftrs *?r if gs- 
srtfta stftgrft *ft *»rr i g^r g$ % ass if ghoffa 
ijftr $, «r^ w wTirfa gfftifa Srrarftg iraft 
«fts gfr$ Sflprtfcr'Vsat % am it gs*fft gtftgrft % 
af grafts Km «$ f* ?rl | g> aft *rw gf gftr- 

gg*r ggftr % wr ftftgw grft gwtftr * 

' . ■ ■ < ' 

7. ms pTOfff ft, gpr 26 *f, W ffwrfar 2 Vfc, ggf w*-. v - 

' ftsr Kftteti %. ’t^iyPr*tfrtm f¥<rr 

KKtKf, wte'--~ ’- 

u 3 , afkfartr % gw (^ *r*) wi ir f^Ptf%«s ak j - 

8 - , SWf: ; 2 «-<r if, tfwfo 2 atk g# ^ff^T SWsi# % 
«prg^ W^(t TWiPriT ftKfT Wtgr, awf?[ :— 

" 3 , ^kfapff % ««rlrfSfM^e st?.. .t’” 

’-. ''-$jife$i9' t: *i6i*le/9&Wte *fk *tV <53 

«ejS3f KtteK . . 

^ffr sfk *rr*r^t f^rag, 184s, 1-5-79' %% 

m #rftfi^t w t wiw artr 'rn^R <*mm iwmt flwr) 
SfH# if ftpjif «#Nf& sfk Jwrag afk f)pm 

(% #- #. «5e. ) aft zftqtm % zm ppf«S 

■ * % tww WKJ, «fr (#) fi}; if v 

«ftpp»rtRf SW aSRfH^RT 

i.«r.w.%, i2« xr?t* 6-1b-7« ; ; 5 ' 

2- frr-Vf.Pr. 1242 _»rk» 6 - 10-79 < : >: 

». gf.<BT^. i243 ; gn&?r 6-10-7& 

#®Sf 12-10-79- ,.. 

5 gt-wfil. 43 J W#9F 19-4p80 ■ 

«• 779 tnfkf M-'T-SO 

7- ET.^T.Pt. S40 {srKsf^S 22-9-80 

a. m-vt-fa 680 (w) sr&9 s-13-86 


9- Sf-Vf.Rt. 681 (w) l?rfw 5-12-80 

682 (n) ,«rff» 5-13-80 

27 (w) Fkkf 17-1-81 
;.V 1 % 61-gr.fo. 478 . (gi qTTW 6 : 8-81 
;' i3. gf-afr-Rr- 6 2 (ar) ^rftg 18-3^82 

,.-"■ 1-4. ET. w,. Pf. 462(g) W?Sir ''2^6-82 
.. 15.gr. *tr[ te. : 510(g) .wter 20-7-82 
”.' ls.jff. w. ££,?»(?) ^'i;-'*' 

. - 17.gr. ^nr, fg, 3i-9(g) wrfig 1-5-84 , ; 

1 is. m. gr. W. 331(g) mtfg -. 

■' io. gr. w. ft. 460(g) ariter 20-0-8-4> 

. 20 gr. gr. ft. 487(g) srfw 2-7-81 ' ■ 

.21. gr. gr. ft. 89(g) arfkr i6-2-8S 

22. gr. gt. ft. 788(g) rnffst 10-10-83 

23. gr.gr. ft. 17(g) grifg 7-1-84 --•' 

24. gr. gr. ft. 1049(g) rrrtfg 29-8-86 

25. gr. gr. ft. 1060(g) gi^g 5-9-86, 

26. gr. gr. ft. 1.115(g) arftg 30*9-86 

27. gr. gr. ft. 71(g) rrrf)s.30-1-87 

28. gr, gr. ft. 570(g) rrrtW 12-6-87 

29. gr. gr. ft. 626(g) nkto 2-7-87 ‘ 

30. gr. gr. ft. 792(g) grfter 17-9-87 
.. 31. gr. gr. ft. 371(g) grfkr 14-3-88 

32. gr. gr. ft. 75(g) artw 2-6-88 

33. w. gr.. ft. 675(g) rrr^g 2-6-88 

- .)*'» iir.-gfr’. 9 t, «7e(g’y ; »ff@r’i2-*-88'. 

35. gT. gr. ft. e?7(g) akkr 2-0^88 ' 

3«i gr. gr. ft. 6si(g) rrkirar M-83 
37. gr. gr. ft. 735(g) ar§g 2-6-88 
■ 38.gr. gr. ft. 813(g) akw 2=7-7-88 

. 39. gr. gr. ft. 944(g). arfftr 21-9-88 

f'. 40. gT. gr. ft. 43(g) m&s 2fti-s» 

41’ gr, gr. ft. 44(g) rrrtgr 20-1-89 
42. gT. gr. ft. 100(g) rrrtfg 14-2-88 
43- gr. gr. ft.. 443(g) rMkr 12-4-89 . 

' 44. gr. gr. ft. sss(g) arffg jro-ss. 

-45. gr. gr. ft. 691(f) g^ttr 11-7*69 
46. gr. gr. ft. 734(g) rnfrg 2»-8-89 
: .47. gr. «r, ft. ie(g) ariRr 10-1-99 
. 'rit8. fr. gf, ft- 731(g) ante 23-8-90 

';-- ' ; 49. gr. gr. ft. 865(g) at<W 23-tte99 

so. gr. gr. ft. 11(g) frfsr 7 -i- 9 jl 
si. gr. gr. ft, -as^j^grtltf 19-4^1 
si gr, gr. ft. 2«(g) arksr :i-^i 
sa. fr.^ft.ft. 301(g) fkft. 7-6-91 
54. gr: gr. ft. 302(g) aKftr 7-6-91 
: 55. gr. gr. ft* 491 (ff) arfftf 25-7^1. 

8 6. gr. gr. ft. 493(g) ar^sf 25-7-91 
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57. *n\ ti. fa. 5 J 2 (sr) 14-3-91 

53. m, w. fa. 626(w) TKW 14-10-91 

59. m , ®pt. fa. 668 (sr) mtrw 7-11-91 

60 . w. fa. 73 o(rr) 10 - 12-91 

61. nr. vr. fa. 59(n) arffa 22 - 1-92 

62 nT. 4T fa. 305(n) 4-3-92 

63 . nr. n*r. fa. 445(n) nifl^ 30 - 4-92 

64 . nr. nn. fa. 597 (w) mfar 17-6-92 

65' nr. *pt. fa. 663 (q) n."€ror 3-7-92 

66 . nr. srr, fa. 723 (rr) 11-8-93 

67. nr. w. fa. 796(n) nrfra 1 - 10-92 

68. nr. nrr. fa. 877 (n) trrfte 17 - 11-92 

69 . nr. nri. fa. 904 (n) 2-12-92 

70. nr. n>r. fa. 923 (n) nrffar 14-12-92 

71. nr. nn. fa. 27 (n) nrfto 22-1-93 (nram) 
72 0 nr. spr. fa. 2s(ar) nrffar 22-1-93 

73 . nr. w. fa. 86 (n) trrffar 26-2-93 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 
New Delhi, the 2nd April, 1993 

G.S.R. 364(E).—-The following draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 1945, 
which the Central Government proposes to make, after con¬ 
sultation with the Drugs Technical Advisory Board, in exer¬ 
cise of the powers conferred by sections 12 fnd 33 of the 
Drugs and Cosmetics Act, 1940 (23 of 1940) is hereby pub¬ 
lished as required by the said sections for the information 
of all persons likely to be affected thereby and notice is here¬ 
by given that the said draft will be taken into consideration 
after the expiry of a period of sixty days from the date on 
which the copies of the Official Gazette in which this noti¬ 
fication is published are made available to the public. 

Any objection or suggestion, which may be received from 
any person with respect to the said draft before the expiry 
of the aforesaid period will be taken into consideration by 
the Central Government. 


DRAFT RULES 

1. Tnese rules may be called the Drugs and Cosmetics 
(amendment) Rules, 1993. 

2, in the Drugs and Cosmetics Rules, 1945 (hereinafter 
referred to as the said rules), in the preamble for the words 
and figures “Sections 6(2), 12 and 33” the following shall be 
substituted namely :— 

“Sections 6(2), 12, 33 and 33(N)” 

3, In the said rules, in rule 65, 

1. for the words “qualified person” wher-’ver occur, the 

words “registered pharmacist” shall be substituted: 

2. in sub-rule (15), in clause (c), for the Explanation, 

the following Explanation shall be substituted, 
namely :— 

“Explanation for the purpose of this rule,— 

(i) “registered pharmacist” means a person who is a 
registered pharmacist as defined in the Pharmacy Act 
1948 (Act No. 8 of 1948); 


(ii) “Date of Expiry of potency” means the date that 
is recorded on the container label or wiapper as the 
date upto which the substance may be expected to 
retain a potency not less than or not to acquire a 
toxicity greater than that required ct permitted by 
the prescribed test; 

3. In sub-rule (18), for the words and figures “(viii) of sub¬ 
title (i) of rule 96” the woids and figures “(’X) of sub-rule 
( 1 ) of Rule 96”, shall be inserted. 

4. In rule 127 of the said rules, under the heading ‘natural 
colours’, after the entry, the following entry shall be added at 
the end, namely ;— 

“Black Oxide of iron”. 

5. In the said rules, in Form 18, for the words “names of 
drug” the words “name of drug/cosmetics’’ shall be substi¬ 
tuted. 

6. In the said rules, in Form 20-G under .ht heading ‘con¬ 
ations of the licence’, after serial No. 5 and entries relating 
thereto, the following shall be inserted, namely :— 

‘The licensee shall inform the Licensing authority in 
writing in the event of any change, fn the constitution 
of the firm operating under the licence. Where any 
change in the constitution of the firm takes place 
the current licence shall deemed to be valid for a 
maximum period of three months from the date 
on which the change takes place unlr-.g in the mean¬ 
time, a fresh licence has been taken *' om *he Licens¬ 
ing Authority in the name of the firm with the chang¬ 
ed constitution". 

7. In the said rules, in Form 26, after serial number 2 and 
entries relating thereto, the following shall be Inserted, 

namely 

“3. Names of the drugs (each item to be separately speci¬ 
fied)-------- -- 

8. In form 26-C, after serial number 2 and entries relating 
thereto, the following shall be inserted; namely :— 

( 3. Names of the drugs (each item to be separately speci¬ 
fied)----—----.” 

[No. X. 11014/6/92 DMS&PFA] 
B. S. LaMBA, Jt Secy. 

Note : The Drugs & Cosmetics Rules, 1915 as amended 
upfo 1-5-1979 i s contained in the publication o f vhe Ministry 
of Health & Family Welfare (Department of Health) con¬ 
taining the Drugs & Cosmetics Act and the Rules (PDGHS- 
61). Subsequently the said rules have been amended by the 
following notifications published in Part II, Section 3, Sub¬ 
notion (i) of the Gazette of India, namely 

1. GSR 1241 dated 6-10-1979 

2. GSR 1242 dated 6-10-1979 

3 G S.R. 1243 dated 6-10-1979 

4. GSR 1281 dated 12-10-1979 

5. GSR 430 dated 19-4-1980 

6. GSR 779 dated 26-7-1980 

7. GSR 540(E) dated 22-9-1980 

8. GSR 680(E) dated 5-12-1980 

9. GSR 631(E) dated 5-12-1980 

10. GSR 682(E) dated 5-12-1980 

11. GSR 631(E) dated 17-1-1981 

12. GSR 478(E) dated 6-8-1981 

13. GSR 62(E)dated 5-2-1982 

14. GSR 462(E) dated 22-6-1982 

15. GSR 510(E) dated 26-7-1982 

16. GSR 13(E) dated 7-1-1983 

17. GSR 318(E) dated 1-5-1984 

1.8. GSR 331(E) dated 8-5-1984 

19. GSR 460(E) dated 20-6-1984 

20. GSR 487(E) dated 2-7-1984 
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. u <M ifcMJs? 

i#®) 4**d t&tfrms 
',.23. GSR 17(E) 48164 74-1986 
24. GSR 1049(E) dated 294-1986 
- 25. GSR W69QS) dated 5-9-1986 

26. GSR 1115(E) dated 30-9-1986 

27. GSR 71(E) dated 30-1-1987 

28. GSR Sftfg) .dated &*$%*/•' 

29. GSR 626(E) dated 2-7-1987 

30. GSR 792(E) dated 17-9-1487 
--J), GSR 37 UE) .dated 2444988 

82. GSR 75(B9 dattd 2-6-1988 * 

33. GSR 675(B) dated 2-6-1988 

34. 0Sk 676(B) da(<»t^r6-t988 
33. GBR 6770 dated 2-64988 

36. GSR680($) dated 644988 

37. GSR 75506) dated 24-6-5988 ••= 

38- -GSR 613(E) dated 27-74?% . V,. ' ; 
->3P.!*SRrS*4«). 

40. aSR 43CE) dated .2044989 (Cwrigendttn) 

*1 44^ :«ed 

42 GSR 100(E) dated 14-24989(Coriit^ttdmn) 
-43. GSR 443(E) dated 12-4-1989 
■44. GSR 588(B) dated 24-1989 (GwTi*eadam) 

45. GSR 691(E) dated 11-7-1989 

46. GSR 784(E) dated 28-8-1988. 

47. QSR 16(B). dated 10 1.-1980 


48. GSR 7310 dated 23*8-1990 

49. GSR 865(E) dated 25-104990 

50. GSR 11(E) dated 1-1-1991 

51. GSR 223(E) dated‘19-4-1991 

52. GSR 246(E) dated 1-5-1991 

53. GSR 301(E) dated 7-6-1991 

54. GSR 302(E) dated 74-1*91 

55. GSR 491(E) dated 25-7-1991 

56. GSR 495(E) dated 25-7499) 

57. GSR 532(E) dated 144499) 

58. GSR 626(E) dated MO-1991 

59. GSR 668(E) dated Ml-1991 

60. GSR 730(E) dated 10-12-1991 

61. GSR 59(E) dated 2244992 

62. GSR 305(E) dated 44-1992 (Corrigendum) 

63. GSR 445(E) dated 304-1992 
64 .GSR 597(E) dat-ed 17-64992 

65. GSR 663(E) dated 3-7-1992 

66. GSR 723(E) dated 11-8-1992 

67. GSR 796(E) dated 1-10*1992 

68. GSR 877(E) dated 17-11-1992 

69. GSR 904(E) dated 2-12-1992 

70. GSR 923(E) )d»ted 1442-1992 

71. GSR 27(E) dated 22-1-1993 (CoMSgendmn) 

72. GSR 28(E) dated 2244993 

73. GSR 86(E) dated 26*24993 
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